California Medical Device CBPH
Recall Information ) S,

Recall Name

Covidien Recalls the Pipeline Embolization and Alligator Retrieval Devices
Due to Risk of Coating Delamination and Detachment

Recall Date Product Description Recalling Firm Recall Reason
04/01/14 e Pipeline Embolization Device | Covidien Potential for the
Irvine, CA PTFE coating to
e Alligator Retrieval Device delaminate and
detach from the
delivery wire.
Recall Class Product Identification Distribution Affected Dates
I List of Affected Model and Lot CA, nationwide Distributed from:
Numbers
May 2013 to
March 2014

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/Safety/Recalls/ucm392987.htm
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